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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
03/18/2008 has been entered. 

Allowable Subject Matter 

The indicated allowability of claims 2-3, 5, 9-12, 14-17, 19-21, 23, 25-27, 30-46 
and 51-62 is withdrawn in view of the Waddell (U.S. Patent No 6,174,314), Johnson et 
al. (U.S. Patent No. 5,683,469), and Haines et al. (U.S. Patent No. 5,643,272) 
references. Rejections follow. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1,4-12, 15-21, 24-25, 28-46, 51-52 and 57-61 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Johnson etal. (U.S. Patent No. 5,683,469) in 
view of Waddell (U.S. Patent No 6,174,314). 

Johnson et al. disclose a method of performing surgery on a leg of a patient, 
comprising making an incision in a knee portion of the leg; displacing a patella in the 
knee portion of the leg from a normal position to an offset position (see FIGS. 8-9); and 
positioning a cutting tool proximal to at least one of an upper or a lower portion of the 
leg and cutting bone of the leg while the patella is maintained offset from a normal 
position. The method further comprising cutting an end surface of at least one of the 
upper or lower portions of the leg. The method further comprising moving at least one 
implant through the incision while the patella is offset from the normal position; and 
connecting the at least one implant with the cut end portion of at least one of the upper 
or lower portions of the leg. The method further comprising connecting a guide member 
to at least one of the upper or lower portions of the leg (FIG 10). The guide member is 
connected to the upper portion of the leg, the upper portion being a femur, the guide 
member including a first end portion in engagement with a lateral condyle of the femur, 
the first end portion offset medially from a lateral edge portion of the lateral condyle, and 
a second end portion in engagement with a medial condyle of the femur, the second 
end portion offset laterally from a medial edge portion of the medial condyle. The 
method comprising cutting the lateral and medial condyle of the femur. The method 
further comprising cutting an end surface of the tibia. The method further comprising 
moving at least one tibial implant through the incision while the patella is offset from the 
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normal position; and connecting the at least one tibial implant with the cut end portion of 
the tibia. Johnson et al. further disclose a method of performing surgery on a leg of a 
patient, comprising making an incision in a knee portion of the leg; displacing a patella 
in the knee portion of the leg from a normal position to an offset position; and 
positioning a cutting tool proximal to at least one of an upper or a lower portion of the 
leg; and supporting the patient with the lower portion of the leg suspended from the 
upper portion of the leg, wherein the lower portion remains suspended from the upper 
portion while the incision is made in the knee portion of the leg and the patella is moved 
to the offset position. The method further comprising initiating a cut with the cutting tool 
along an end portion of at least one of the upper or lower portions of the leg to define a 
cutting surface; and completing the cut while guiding the cutting tool along the cutting 
surface formed during making of the initial cut in an end portion of at least one of the 
upper or lower portions of the leg. Johnson et al. further disclose a method of 
performing surgery on a leg of a patient, comprising making an incision in a knee 
portion of the leg; displacing a patella in the knee portion of the leg from a normal 
position to an offset position; positioning a cutting tool proximal to at least one of an 
upper or a lower portion of the leg; exposing a first portion of the upper portion of the leg 
through the incision; effecting relative movement between the upper and lower portions 
of the leg; and exposing a second portion of the upper portion of the leg through the 
incision. Making the incision in the knee portion of the leg comprises making the incision 
adjacent to a medial edge portion of the patella. Making the incision in the knee portion 
of the leg comprises making an incision having a length between about seven and 
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thirteen centimeters. Johnson et al. further disclose a method of performing surgery on 
a leg of a patient, comprising: making an incision in a knee portion of the leg; displacing 
a patella in the knee portion of the leg from a normal position to an offset position; 
positioning a cutting tool proximal to at least one of an upper or a lower portion of the 
leg; and wherein displacing the patella from the normal position to the offset position 
comprises moving the patella laterally relative to the knee portion of the leg. Johnson et 
al. further disclose a method of performing a knee arthroplasty surgery on a leg of a 
patient, comprising making an incision in a knee portion of the leg of the patient; cutting 
an inner side portion of a patella in the knee portion of the leg, the patella being 
disposed in a normal position relative to the knee portion of the leg; and displacing the 
patella from the normal position to an offset position. The method further comprising the 
steps of: forming an opening in a bone of the leg; and positioning a portion of an 
intramedullary alignment device within said opening, positioning an extramedullary 
alignment device proximate a bone of the leg. The method further comprising the steps 
of: sequentially passing portions of an implant through said incision; and, 
affixing at least two of said implant portions, one to the other, within the leg, in 
association with one side of the knee joint. The method further comprising the steps of: 
replacing at least a portion of a single condyle with an implant; and, replacing at least a 
portion of a trochlear groove with an implant. The cutting tool is fabricated at a lower 
cost than a reusable cutting tool by being designed to be used in a single procedure and 
thereafter discarded (product-by-process recitation).The method further comprising the 
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step of: positioning said cutting tool proximal to a side surface of the distal end of the 
femur to guide cutting the bone of the leg. 

Johnson et al. does not state that the patella is not everted (i.e. with the inner 
side of the patella facing inward), and does not disclose positioning a guide assembly 
proximally to the patella, the guide assembly including a pair of substantially parallel 
arms and a slot having a guide surface configured for receiving a patella cutting tool, 
and a patella implant, or the order that the steps are performed. 

Waddell discloses that the patella should not be everted and should remain 
facing inward during the cutting and positioning steps, including resection of the patella 
(column 8, lines 14-15) in order to decrease the failure of total knee arthroplasty (col. 2, 
lines 63-67 and col. 3, lines 1-8), and Waddell teaches an improved patella guide 
assembly and method, including positioning a guide assembly proximally to the patella, 
the guide assembly including a pair of substantially parallel arms and a slot having a 
guide surface configured for receiving a patella cutting tool, to achieve accurate 
placement and functioning of the resection patella (Abstract). Waddell also discloses a 
patella implant as part of knee arthroplasty 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Johnson et al. including not everting the 
patella and including placing a guide assembly proximal the patella and inserting a 
patella implant in view of Waddell to decrease the chance of failure of the surgery and 
to achieve accurate placement and functioning of the resection patella. It would have 
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further been obvious to perform the steps in various orders according to common 
sense, as long as the different order does not affect the overall method. 

Regarding claim 57, Johnson et al. in view of Waddell further discloses the 
claimed invention except for the implant including a plurality of layers, at least one of 
said layers including at least one material selected from the group consisting of: fetal 
cells, bone cells, embryonal cells, stem cells. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to Describe construct the 
implant of Johnson et al. in view of Waddell out of fetal cells, bone cells, embryonal 
cells, stem cells, since it has been held to be within the general skill of a worker in the 
art to select a known material on the basis of its suitability for the intended use as a 
matter of obvious design choice. In re Leshin, 125 USPQ 416. 

Claims 2-3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Johnson et al. (U.S. Patent No. 5,683,469) in view of Waddell (U.S. Patent No 
6,174,314) further in view of Howell (U.S. Patent No. 6,019,767). 

Johnson et al. in view of Waddell discloses the claimed invention except for the 
expanding the incision by applying a force against opposite edge portions of the incision 
with retractors, wherein the displacement of the patella from the normal position to the 
offset position is performed contemporaneously with the expanding of the incision. 

Howell discloses expanding the incision by applying a force against opposite 
edge portions of the incision with retractors, wherein the displacement of the patella 
from the normal position to the offset position is performed contemporaneously with the 
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expanding of the incision (see FIGS. 7-8) to expand the surgical incision to allow the 
surgeon to see surgical site. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Johnson et al. in view of Waddell 
including expanding the incision by applying a force against opposite edge portions of 
the incision with retractors, wherein the displacement of the patella from the normal 
position to the offset position is performed contemporaneously with the expanding of the 
incision in view of Howell to expand the surgical incision to allow the surgeon to see 
surgical site. 

Claims 22-23, 54-56 and 62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Johnson et al. (U.S. Patent No. 5,683,469) in view of Waddell (U.S. 
Patent No 6,174,314) further in view of Wang et al. (U.S. Patent No. 6,102,850). 

Johnson et al. in view of Waddell discloses the claimed invention except for 
using an endoscope and robotics. 

Wang et al. discloses using an endoscope and robotics to assist the surgeon 
(see Abstract) 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Johnson et al. in view of Waddell to use 
endoscope and robotics in view of Wang et al. to assist the surgeon. 

Claims 26-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Johnson et al. (U.S. Patent No. 5,683,469) in view of Waddell (U.S. Patent No 
6,174,314) further in view of Gustilo (U.S. 5,733,292). 
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Johnson et al. in view of Waddell discloses the claimed invention except for using 
transducers. 

Gustilo et al. disclose using transducers to provide information on forces within 
the joint. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Johnson et al. in view of Waddell to use 
transducers in view of Gustilo et al. to provide information on forces within the joint. 

Claim 53 is rejected under 35 U.S.C. 103(a) as being unpatentable over Johnson 
et al. (U.S. Patent No. 5,683,469) in view of Waddell (U.S. Patent No 6,174,314) further 
in view of Whitt (U.S. Patent No. 4,373,709). 

Johnson et al. in view of Waddell discloses the claimed invention except for a 
supporting member including actuating and controlling means, operative to move the 
lower portion of the leg. 

Whitt discloses using a supporting member including actuating and controlling 
means, operative to move the lower portion of the leg to hold the leg in the optimum 
position during surgery. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Johnson et al. in view of Waddell using a 
supporting member including actuating and controlling means, operative to move the 
lower portion of the leg Whitt to hold the leg in the optimum position during surgery! 
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Claims 1, 4-21, 24-25, 28-46, 51-52 and 57-61 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Haines et al. (U.S. Patent No. 5,643,272) in view of 
Waddell (U.S. Patent No 6,174,314). 

Haines et al. disclose a method of performing surgery on a leg of a patient, 
comprising making an incision in a knee portion of the leg; displacing a patella in the 
knee portion of the leg from a normal position to an offset position (see FIG. 11); and 
positioning a cutting tool proximal to at least one of an upper or a lower portion of the 
leg and cutting bone of the leg while the patella is maintained offset from a normal 
position. The method further comprising cutting an end surface of at least one of the 
upper or lower portions of the leg. The method further comprising moving at least one 
implant through the incision while the patella is offset from the normal position; and 
connecting the at least one implant with the cut end portion of at least one of the upper 
or lower portions of the leg. The method further comprising connecting a guide member 
to at least one of the upper or lower portions of the leg (FIG 1 1 ). The guide member is 
connected to the upper portion of the leg, the upper portion being a femur, the guide 
member including a first end portion in engagement with a lateral condyle of the femur, 
the first end portion offset medially from a lateral edge portion of the lateral condyle, and 
a second end portion in engagement with a medial condyle of the femur, the second 
end portion offset laterally from a medial edge portion of the medial condyle. The 
method further comprising moving a guide member into the incision, the guide member 
including opposite ends spaced apart by a distance which is less than a distance 
between a lateral epicondyle and a medial epicondyle on a femur; positioning the guide 
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member on the femur in the leg of the patient with the opposite ends of the guide 
member aligned with an axis through the lateral and medial epicondyles; positioning the 
cutting tool on the guide member; and moving the cutting tool along a guide surface on 
the guide member to cut the lateral and medial epicondyles on the femur. The method 
comprising cutting the lateral and medial condyle of the femur. The method further 
comprising cutting an end surface of the tibia. The method further comprising moving at 
least one tibial implant through the incision while the patella is offset from the normal 
position; and connecting the at least one tibial implant with the cut end portion of the 
tibia. Haines et al. further disclose a method of performing surgery on a leg of a patient, 
comprising making an incision in a knee portion of the leg; displacing a patella in the 
knee portion of the leg from a normal position to an offset position; and positioning a 
cutting tool proximal to at least one of an upper or a lower portion of the leg; and 
supporting the patient with the lower portion of the leg suspended from the upper 
portion of the leg, wherein the lower portion remains suspended from the upper portion 
while the incision is made in the knee portion of the leg and the patella is moved to the 
offset position. The method further comprising initiating a cut with the cutting tool along 
an end portion of at least one of the upper or lower portions of the leg to define a cutting 
surface; and completing the cut while guiding the cutting tool along the cutting surface 
formed during making of the initial cut in an end portion of at least one of the upper or 
lower portions of the leg. Haines et al. further disclose a method of performing surgery 
on a leg of a patient, comprising making an incision in a knee portion of the leg; 
displacing a patella in the knee portion of the leg from a normal position to an offset 
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position; positioning a cutting tool proximal to at least one of an upper or a lower portion 
of the leg; exposing a first portion of the upper portion of the leg through the incision; 
effecting relative movement between the upper and lower portions of the leg; and 
exposing a second portion of the upper portion of the leg through the incision. Making 
the incision in the knee portion of the leg comprises making the incision adjacent to a 
medial edge portion of the patella. Making the incision in the knee portion of the leg 
comprises making an incision having a length between about seven and thirteen 
centimeters. Haines et al. further disclose a method of performing surgery on a leg of a 
patient, comprising: making an incision in a knee portion of the leg; displacing a patella 
in the knee portion of the leg from a normal position to an offset position; positioning a 
cutting tool proximal to at least one of an upper or a lower portion of the leg; and 
wherein displacing the patella from the normal position to the offset position comprises 
moving the patella laterally relative to the knee portion of the leg. Haines et al. further 
disclose a method of performing a knee arthroplasty surgery on a leg of a patient, 
comprising making an incision in a knee portion of the leg of the patient; cutting an inner 
side portion of a patella in the knee portion of the leg, the patella being disposed in a 
normal position relative to the knee portion of the leg; and displacing the patella from 
the normal position to an offset position. The method further comprising the steps of: 
sequentially passing portions of an implant through said incision; and, affixing at least 
two of said implant portions, one to the other, within the leg, in association with one side 
of the knee joint. The method further comprising the steps of: replacing at least a portion 
of a single condyle with an implant; and, replacing at least a portion of a trochlear 
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groove with an implant. The cutting tool is fabricated at a lower cost than a reusable 
cutting tool by being designed to be used in a single procedure and thereafter discarded 
(product-by-process recitation).The method further comprising the step of: positioning 
said cutting tool proximal to a side surface of the distal end of the femur to guide cutting 
the bone of the leg. 

Haines et al. does not explicitly state whether the patella is everted (i.e. with the 
inner side of the patella facing inward), and does not disclose positioning a guide 
assembly proximally to the patella, the guide assembly including a pair of substantially 
parallel arms and a slot having a guide surface configured for receiving a patella cutting 
tool, and inserting a patella implant, and the order of the steps is not specifically 
disclosed. 

Waddell discloses that the patella should not be everted and should remain 
facing inward during the cutting and positioning steps, including resection of the patella 
(column 8, lines 14-15) in order to decrease the failure of total knee arthroplasty (col. 2, 
lines 63-67 and col. 3, lines 1-8), and Waddell teaches an improved patella guide 
assembly and method, including positioning a guide assembly proximally to the patella, 
the guide assembly including a pair of substantially parallel arms and a slot having a 
guide surface configured for receiving a patella cutting tool, to achieve accurate 
placement and functioning of the resection patella (Abstract). Waddell also discloses a 
patella implant as part of knee arthroplasty 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Haines et al. including not everting the 
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patella and including placing a guide assembly proximal the patella and inserting a 
patella implant in view of Waddell to decrease the chance of failure of the surgery and 
to achieve accurate placement and functioning of the resection patella. It would have 
further been obvious to perform the steps in various orders according to common 
sense, as long as the different order does not affect the overall method. 

Regarding claim 57, Haines et al. in view of Waddell further discloses the 
claimed invention except for the implant including a plurality of layers, at least one of 
said layers including at least one material selected from the group consisting of: fetal 
cells, bone cells, embryonal cells, stem cells. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to Describe construct the 
implant of Haines et al. in view of Waddell out of fetal cells, bone cells, embryonal cells, 
stem cells, since it has been held to be within the general skill of a worker in the art to 
select a known material on the basis of its suitability for the intended use as a matter of 
obvious design choice. In re Leshin, 125 USPQ 416. 

Claims 2-3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Haines et al. (U.S. Patent No. 5,683,469) in view of Waddell (U.S. Patent No 6,174,314) 
further in view of Wang et al. (U.S. Patent No. 6,102,850). 

Haines et al. in view of Waddell discloses the claimed invention except for the 
expanding the incision by applying a force against opposite edge portions of the incision 
with retractors, wherein the displacement of the patella from the normal position to the 
offset position is performed contemporaneously with the expanding of the incision. 
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Wang et al. discloses expanding the incision by applying a force against opposite 
edge portions of the incision with retractors, wherein the displacement of the patella 
from the normal position to the offset position is performed contemporaneously with the 
expanding of the incision (see FIGS. 7-8) to expand the surgical incision to allow the 
surgeon to see surgical site. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Haines et al. in view of Waddell including 
expanding the incision by applying a force against opposite edge portions of the incision 
with retractors, wherein the displacement of the patella from the normal position to the 
offset position is performed contemporaneously with the expanding of the incision (see 
FIGS. 7-8) in view of Wang et al. to expand the surgical incision to allow the surgeon to 
see surgical site. 

Claims 22-23, 54-56 and 62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Haines et al. (U.S. Patent No. 5,683,469) in view of Waddell (U.S. 
Patent No 6,174,314) further in view of Wang et al. (U.S. Patent No. 6,102,850). 

Haines et al. in view of Waddell discloses the claimed invention except for using 
an endoscope and robotics. 

Wang et al. discloses using an endoscope and robotics to assist the surgeon 
(see Abstract) 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Haines et al. in view of Waddell to use 
endoscope and robotics in view of Wang et al. to assist the surgeon. 
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Claims 26-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Haines et al. (U.S. Patent No. 5,683,469) in view of Waddell (U.S. Patent No 6,174,314) 
further in view of Gustilo (U.S. 5,733,292). 

Haines et al. in view of Waddell discloses the claimed invention except for using 
transducers. 

Gustilo et al. disclose using transducers to provide information on forces within 
the joint. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Haines et al. in view of Waddell to use 
transducers in view of Gustilo et al. to provide information on forces within the joint. 

Claim 53 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haines 
et al. (U.S. Patent No. 5,683,469) in view of Waddell (U.S. Patent No 6,174,314) further 
in view of Whitt (U.S. Patent No. 4,373,709). 

Haines et al. in view of Waddell discloses the claimed invention except for a 
supporting member including actuating and controlling means, operative to move the 
lower portion of the leg. 

Whitt discloses using a supporting member including actuating and controlling 
means, operative to move the lower portion of the leg to hold the leg in the optimum 
position during surgery. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Haines et al. in view of Waddell using a 
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supporting member including actuating and controlling means, operative to move the 
lower portion of the leg Whitt to hold the leg in the optimum position during surgery! 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARY HOFFMAN whose telephone number is 
(571)272-5566. The examiner can normally be reached on Monday-Thursday 10:00- 
5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Mary C. Hoffman/ 
Examiner, Art Unit 3733 

/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



